§35.204

§35.204 Permissible
concentration.

(a) A licensee may not administer to
humans a radiopharmaceutical that
contains more than 0.15 kilobecquerel
of molybdenum-99 per megabecquerel
of technetium-99m (0.15 microcurie of
molybdenum-99 per millicurie of tech-
netium-99m).

(b) A licensee that uses molybdenum-
99/technetium-99m generators for pre-
paring a technetium-99m radiopharma-
ceutical shall measure the molyb-
denum-99 concentration of the first
eluate after receipt of a generator to
demonstrate compliance with para-
graph (a) of this section.

(c) If a licensee is required to meas-
ure the molybdenum-99 concentration,
the licensee shall retain a record of
each measurement in accordance with
§35.2204.

molybdenum-99

§35.290 Training for imaging and lo-
calization studies.

Except as provided in §35.57, the li-
censee shall require an authorized user
of unsealed byproduct material for the
uses authorized under §35.200 to be a
physician who—

(a) Is certified by a medical specialty
board whose certification process in-
cludes all of the requirements in para-
graph (c) of this section and whose cer-
tification has been recognized by the
Commission or an Agreement State; or

(b) Is an authorized user under
§35.390, or, before October 24, 2004,
§35.920, or equivalent Agreement State
requirements; or

(c)(1) Has completed 700 hours of
training and experience in basic radio-
nuclide handling techniques applicable
to the medical use of unsealed byprod-
uct material for imaging and localiza-
tion studies. The training and experi-
ence must include, at a minimum,—

(i) Classroom and laboratory training
in the following areas—

(A) Radiation physics and instrumen-
tation;

(B) Radiation protection;

(C) Mathematics pertaining to the
use and measurement of radioactivity;

(D) Chemistry of byproduct material
for medical use;

(E) Radiation biology; and

(if) Work experience, under the su-
pervision of an authorized user, who
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meets the requirements in §§35.290,
35.390, or, before October 24, 2004,
§35.920, or equivalent Agreement State
requirements, involving—

(A) Ordering, receiving, and unpack-
ing radioactive materials safely and
performing the related radiation sur-
veys;

(B) Calibrating instruments used to
determine the activity of dosages and
performing checks for proper operation
of survey meters;

(C) Calculating, measuring, and safe-
ly preparing patient or human research
subject dosages;

(D) Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material;

(E) Using procedures to safely con-
tain spilled radioactive material and
using proper decontamination proce-
dures;

(F) Administering dosages of radio-
active drugs to patients or human re-
search subjects; and

(G) Eluting generator systems appro-
priate for preparation of radioactive
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent Kits
to prepare labeled radioactive drugs;
and

(2) Has obtained written certifi-
cation, signed by a preceptor author-
ized user who meets the requirements
in 8835.290, 35.390, or, before October 24,
2004, §35.920, or equivalent Agreement
State requirements, that the individual
has satisfactorily completed the re-
quirements in paragraph (c)(1) of this
section and has achieved a level of
competency sufficient to function inde-
pendently as an authorized user for the
medical uses authorized under 8§§35.100
and 35.200.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003]

Subpart E—Unsealed Byproduct
Material—Written Directive
Required

§35.300 Use of unsealed byproduct ma-
terial for which a written directive
is required.

A licensee may use any unsealed by-
product material prepared for medical
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use and for which a written directive is
required that is—

(a) Obtained from a manufacturer or
preparer licensed under §32.72 of this
chapter or equivalent Agreement State
requirements; or

(b) Prepared by:

(1) An authorized
macist;

(2) A physician who is an authorized
user and who meets the requirements
specified in §§835.290, 35.390, or, before
October 24, 2004, §35.920; or

(3) An individual under the super-
vision, as specified in §35.27, of the au-
thorized nuclear pharmacist in para-
graph (b)(1) of this section or the physi-
cian who is an authorized user in para-
graph (b)(2) of this section; or

(c) Obtained from and prepared by an
NRC or Agreement State licensee for
use in research in accordance with an
Investigational New Drug (IND) pro-
tocol accepted by FDA; or

(d) Prepared by the licensee for use in
research in accordance with an Inves-
tigational New Drug (IND) protocol ac-
cepted by FDA.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003]

nuclear phar-

§35.310 Safety instruction.

In addition to the requirements of
§19.12 of this chapter,

(a) A licensee shall provide radiation
safety instruction, initially and at
least annually, to personnel caring for
patients or human research subjects
who cannot be released under §35.75. To
satisfy this requirement, the instruc-
tion must be commensurate with the
duties of the personnel and include—

(1) Patient or human research subject
control;

(2) Visitor control, including—

(i) Routine visitation to hospitalized
individuals in accordance with
§20.1301(a)(1) of this chapter; and

(i) Visitation authorized in accord-
ance with §20.1301(c) of this chapter;

(3) Contamination control;

(4) Waste control; and

(5) Notification of the Radiation
Safety Officer, or his or her designee,
and an authorized user if the patient or
the human research subject has a med-
ical emergency or dies.

§35.390

(b) A licensee shall retain a record of
individuals receiving instruction in ac-
cordance with §35.2310.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003]

§35.315 Safety precautions.

(a) For each patient or human re-
search subject who cannot be released
under §35.75, a licensee shall—

(1) Quarter the patient or the human
research subject either in—

(i) A private room with a private san-
itary facility; or

(if) A room, with a private sanitary
facility, with another individual who
also has received therapy with un-
sealed byproduct material and who also
cannot be released under §35.75;

(2) Visibly post the patient’s or the
human research subject’s room with a
““Radioactive Materials’ sign.

(3) Note on the door or in the pa-
tient’s or human research subject’s
chart where and how long visitors may
stay in the patient’s or the human re-
search subject’s room; and

(4) Either monitor material and
items removed from the patient’s or
the human research subject’s room to
determine that their radioactivity can-
not be distinguished from the natural
background radiation level with a radi-
ation detection survey instrument set
on its most sensitive scale and with no
interposed shielding, or handle the ma-
terial and items as radioactive waste.

(b) A licensee shall notify the Radi-
ation Safety Officer, or his or her des-
ignee, and an authorized user as soon
as possible if the patient or human re-
search subject has a medical emer-
gency or dies.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19325, Apr. 21, 2003]

§35.390 Training for use of unsealed
byproduct material for which a
written directive is required.

Except as provided in §35.57, the li-
censee shall require an authorized user
of unsealed byproduct material for the
uses authorized under §35.300 to be a
physician who—
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